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By 2025 the use of Real-
World Evidence will have 

been enabled and the 
value will have been 

established across the 
spectrum of regulatory 

use cases

-  European Medicines Regulatory Network (EMRN) strategy to 2025 -
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DARWIN EU ® timelines
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V PHASE I

Establishment ï 1st  year

PHASE III

Operation ï 1st  

year

Operation

2nd  year

Operation

3 rd  year

PHASE II

Establishment 

ï 2nd  year

Phase III -  2024

Up-scale delivery and 
capacity to routinely 
support scientific 
evaluations  of EMAôs 
committees by 
delivering studies and 
maintaining data 
sources

Phase I ï February 2022

ÅStart running pilot studies to support EMA 
committees ï First benefits delivered 

ÅConsultation of stakeholders 

Phase II -  2023

ÅSupport the majority of Committees in 
their decision -making with reliable RWE

ÅExpand to other stakeholders

Operation -  2025/2026

ÅDARWIN EU fully operational and 
evolves to meet the needs of the 
EU Regulatory Network 

ÅIntegration with the EHDS

Phase I Phase II Phase III Operation 2 Operation 3

Total number of studies 4 16 72 145 145
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Data Partners ïPhase I and II Onboarding work 

in progress
CONFIDENTIAL

The content of this slide has been deleted due to confidential information.
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CHMP

Complex

Background all -cause 
mortality rates in 

patients with severe 
asthma aged Ó12 

years old 
[ EUPAS103936 ]

HTA / Payers

OTS

Multiple myeloma: 
patient characterisation, 
treatments and survival 
in the period 2012 -2022

[ EUPAS105033 ]
EC / EHDS 

Complex  

EHDS  coagulopathy 
of COVID -19

CHMP  

OTS

Drug utilisation study on 
co-prescribing of 

endothelin receptor 
antagonists (ERAs) and 
phosphodiesterate - 5 
inhibitors (PDE-5is) in 

pulmonary arterial 
hypertension. 

[ EUPAS106052 ]
NCA

OTS

Drug utilisation 
study of medicines 

with prokinetic 
properties in 

children and adults 
diagnosed with 
gastroparesis

PRAC  

OTS

Drug utilisation study of 
prescription opioids .

[ EUPAS105641 ]

CHMP

OTS

Naloxone  use in 
treatment of opioid 

overdose.
[ EUPAS105644 ]

ECDC -  VMP 

Complex

Effectiveness  of COVID -
19  vaccines against 

severe COVID -19 and 
post -acute outcomes of 
SARS-CoV-2 infection.

OTS  = off - the -shelf study

EMA TRS

OTS

DUS of medicines 
at risk of 

shortages

ECDC -  VMP 

Complex

Effectiveness  of 
HPV vaccines against 

cervical cancer

Examples of ongoing/recently completed studies

completed

https://www.encepp.eu/encepp/viewResource.htm?id=103937
https://www.encepp.eu/encepp/viewResource.htm?id=105795
https://www.encepp.eu/encepp/viewResource.htm?id=106053
https://www.encepp.eu/encepp/viewResource.htm?id=105798
https://www.encepp.eu/encepp/viewResource.htm?id=105645
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Incidence rates of azithromycin

Ref. EUPAS50800

and EUPAS103381

COMP

Prevalence 
of rare 
blood 

cancers PRAC/CHMP/EMA

DUS of antibiotics

https://www.encepp.eu/encepp/viewResource.htm?id=50801
https://www.encepp.eu/encepp/viewResource.htm?id=103382
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Catalogue of standard data analyses - General aspects

Å Analytical pipelines developed/under development to address common research 

questions using RWD

Å The goal is to be able to run studies end - to -end in a matter of weeks

Å Code is written using R language - Pipelines built in a modular way (R packages)

Å Input and output of pipelines is standardised

Å Detail in protocol, study report and shiny apps

Å Catalogue is publicly available - Quarterly updates foreseen

Å Industry consultation in 2023 and comments received on standard analyses

=> catalogue (website) update in Q1 / Q2 2024

7
https://darwin -eu.org/index.php/methods/standardised -analytics

https://darwin-eu.org/index.php/methods/standardised-analytics
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Cohort of newly diagnosed patients or new users of a 

medicine followed over time. Studies used to characterise 

disease patients or use of medicines

Used for incidence/prevalence studies. All 

subjects in the database are eligible subject to 

minimal inclusion criteria



Classified as public by the European Medicines Agency 

Industry involvement

Agreed with DARWIN EU ® Advisory board 

(Very) Complex  studies

 investigating the use, safety 

or effectiveness of  one or 

several substances 

EMA will consult  

concerned MAH(s)

Off -The-Shelf / Routine 

Repeated  studies

(as per category of observational 

analyses and studies)

EMA will inform  

industry

Industry to be informed using existing 

processes such as the Assessment 

Report, committee agenda and 

minutes, publication in EU PAS 

register 

Industry to provide comments on the 

protocol (consolidated feedback across 

MAHs if possible) 

 and via the Assessment Report

9
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2022 ICMRA RWE statement
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International harmonisation work on RWE

ICH M14 Guideline on non - interventional pharmacoepidemiological 

studies for safety  assessment of medicines Ą Public consultation 

Q4 2023/early 2024, establishment Jan 2025

ICH Reflection Paper  for convergence on RWE 

terminology, format of study protocol and 

report, and study transparency

https://www.icmra.info/drupal/sites/default/files/2022-07/icmra_statement_on_rwe.pdf
https://www.ich.org/page/multidisciplinary-guidelines
https://www.ich.org/page/reflection-papers#7-1
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Data Analysis and Real World Interrogation 

Network (DARWIN EU) | European Medicines 

Agency (europa.eu)

Coordination Centre website

Å For questions to the Coordination Centre, 
please contact: enquiries@darwin -eu.org

For regular updates on DARWIN EU ®

subscribe to the Big Data Highlights
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More Information

https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://darwin-eu.org/index.php
mailto:enquiries@darwin-eu.org
https://ec.europa.eu/newsroom/ema/user-subscriptions/3127/create
https://www.ema.europa.eu/en/news-events/publications/newsletters#big-data-highlights-section

